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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). ' In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 09 May 2007 . 
2a)K This action Is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 37 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 37 is/are rejected. 

Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)IEI The drawing(s) filed on 11/15/04 is/are: a)KI accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)IZI Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action 
cah be found in a prior Office Action. 

1 . Acknowledgment and entry of the Amendment submitted on 5/9/07 is 
made. Claim 37 Is currently pending. 

Priority 

2. Applicants have amended the specification to recite that this application is 
a continuation of 10/092,880. which is a continuation of 09/155,614 which is a 
371 of PCT/US/9704707 04/10/97 which claims priority from application 
08/617,697 4/01/96 which was a CIP or 08/302,832 09/16/94, which was a 371 of 
PCT/US93/02166 03/16/93, which claimed priority from British application GB 
9205704.1 03/16/92. However, this information does not coincide to what is in 
the PTO records. See 'Bibliographic Data Sheet' in Public Pair which onW recites 
priority back as 371 of PCT/US/9704707 04/10/97 . 

•Acknowledgment is made of applicant's claim for priority under 35 U.S.C. 
1 19(a)-(d) based upon an application filed in the UK (9205704) on March 16, 
1992. A claim for priority under 35 U.S.C. 1 19(a)-(d) cannot be based on said 
application, since the United States application was filed more than twelve 
months thereafter. 

Clarification and correction is requested. 

Claim Rejections - 35 USC § 102 
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3. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 

the United States. 

4. Claim 37 is rejected under 35 U.S.C. 102(b) as being anticipated by 
Barenkamp et al. (Pediatric Research, May 1990, Vol. 17 (4 part 2), Abstract 
983) or Barenkamp et al. (Pediatric Research. April 1991, Abstract 985). 

Barenkamp et al teach the cloning and expression of genes for 
nontypeable NTHi high molecular weight outer membrane proteins which are 
targets of bactericidal antibody. The proteins were isolated and purified. These 
proteins would inherently comprise at least one surface-exposed B-cell epitope 
which is recognized by the AD6 monoclonal antibody, since the AD6 monoclonal 
antibody is directed to a conserved epitope contained within these proteins. 
Barenkamp teaches a 120kDa protein and a 125kDa protein. This is consistent 
with the HMW1 and HMW2 proteins. Although^the reference does not disclose 
the amino acid sequence of its 120kDA protein, absent evidence to the contrary, 
it would inherently be that of SEQ ID N0:4. The mere discovery of an amino acid 
sequence of an already known and isolated protein does not impart novelty. 
Response to Applicant's Arguments : 

Applicants argue that there is no information contained in the reference, 
without the hindsight of the present invention, which would associate the proteins 
described therein with the claimed subject matter. These arguments have been 
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fully and carefully considered but are not deemed persuasive. Barenkamp 
teaches a 120kDa protein and a 125kDa protein. This is consistent with the 
HMW1 and HMW2 proteins. Although the reference does not disclose the amino 
acid sequence of its 120kDA protein, absent evidence to the contrary, it would 
inherently be that of SEQ ID N0:4. The mere discovery of an amino acid 
seouence of an alreadv known and isolated protein does not impart noveltv . 
Since the Patent Office does not have the facilities for examining and corriparing 
Applicant's HMW2 with the HMWs of the prior art, the burden of proof is upon 
applicants to show an unobvious distinction between the material structural and 
functional characteristics of the claimed protein and the protein of the prior art. 
See In re Best . 195 USPQ 430, 433 (CCPA 19&&). 
5. Claim 37 is rejected under 35 U.S.C. 102(b) as being anticipated by 
Barenkamp et al. (WO 94/21 290). 

Barenkamp et al disclose isolated and purified high molecular weight 
proteins (HMW1 . HMW2 . HMW3 and HMW4) (see abstract and claim 1). All of 
these proteins would inherently comprise at least one surface-exposed B-cell 
epitope which is recognized by the AD6 monoclonal antibody, since the AD6 
monoclonal antibody is directed to a conserved epitope which all 4 proteins have 
in common. Variants and fragments of HMW1, HMW2, HMW3 and HMW4, which 
retain the immunological ability to protect against disease caused by non- 
typeable Haemophilus are also taught (see page 2, lines 11-19). Conjugates of 
these HMW proteins and fragments to antigens, haptens or polysaccharides are 
also disclosed (see the paragraph bridging page 5-6). 
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Response to Applicant's Arguments : 

Applicants argue that the amino acid sequence and the nucleic acid 
sequence encoding the HMW2 protein was contained in at least as early as PCT 
Application No. PCT/US93/02166 filed March 16, 1993, As stated above, the 
priority information recited in the amendment to the specification does not 
coincide to what is in the PTO records. See 'Biblioaraohic Data Sheet' in Public 
Pair which only recites priority back as 371 of PCT/US/9704707 04/10/97 . 
•Acknowledgment is made of applicant's claim for priority under 35 U.S.C. 
1 19(a)-(d) based upon an application filed in the UK (9205704) on March 16, 
1992. A claim for priority under 35 U.S.C. 1 19(a)-(d) cannot be based on said 
application, since the United States application was filed more than twelve 
months thereafter. Clarification is requested and Applicants should also provide 
support and copies from the Application No. PCT/US93/02166 filed March 16, 
1993 which support their claim that the sequences were present. 
6. Claim 37 is rejected under 35 U.S.C. 102(b) as being anticipated by 
Barenkamp et al (Pediatr. Infect. Dis. 9:333-337, 1990). 

Barenkamp et al teach high molecular weight proteins of NTHi, and a 
source of antisera which precipitated the protein(s). See at least page 333. The 
protein recited in claims 37, 38, 43, 44 and 47-50 is structurally identical to that 
recited in the teachings of Barenkamp. 
Response to Applicant's Arguments : 

Applicants argue that there is no information contained in the reference, 
without the hindsight of the present invention, which would associate the proteins 
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described therein with the claimed subject matter. These arguments have been 
fully and carefully considered but are not deemed persuasive. Barenkamp 
teaches high molecular weight proteins from NTHi, a 120kDa protein and a 
125kDa protein. This is consistent with the HMW1 and HMW2 proteins. Although 
the reference does not disclose the amino acid sequence of its proteins, absent 
evidence to the contrary, it would inherently be that of SEQ ID N0:4. The mere 
discovery of an amino acid sequence of an already known and isolated protein 
does not impart novelty . Since the Patent Office does not have the facilities for 
examining and comparing Applicant's HMW2 with the HMWs of the prior art, the 
burden of proof is upon applicants to show an unobvious distinction between the 
material structural and functional characteristics of the claimed protein and the 
protein of the prior art. See In re Best , 195 USPQ 430, 433 (CCPA 19&&). 
7. Claims 37 is rejected under 35 U.S.C. 102(e) as being anticipated by 
Barenkamp et al.(US Patent No. 5,869,065) or Barenkamp et al (US Patent No. 
5,549,897). 

Both Barenkamp et al references disclose isolated and purified high 
molecular weight proteins (HMW1 , HMW2, HMW3 and HMW4). All of these 
proteins would inherently comprise at least one surface-exposed B-cell epitope 
which is recognized by the AD6 monoclonal antibody, since the AD6 monoclonal 
antibody is directed to a conserved epitope which all 4 proteins have in common. 
Variants and fragments of HMW1, HMW2, HMW3 and HMW4. which retain the 
immunological ability to protect against disease caused by non-typeable 
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Haemophilus are also taught. Conjugates of these HMW proteins and fragments 
to antigens, haptens or polysaccharides are also disclosed. 
Response to ApDlicant's Arguments : 

Applicants argue that the amino acid sequence and the nucleic acid 
sequence encoding the HMW2 protein was contained in at least as early as PCT 
Application No. PCT/US93/02 166 filed March 16, 1993. Applicant argues that 
the pending claim is entitled to a priority date in at least as early as March 16, 
1993. Barenkamp et al, US 5,549,897 has a filing date of March 16, 1993. The 
Barenkamp et al US 5,869,065 has a PCT filingdate of March 15, 1994. 
Applicants argue that "while this information does not appear on the face of the 
document, this PCT filing claims priority from US 08/038,082 filed March 16, 
1993".As stated above, the priority information recited in the amendment to the 
specification does not coincide to what is in the PTO records. See 'Bibliographic 
Data Sheef in Public Pair which only recites priority back as 371 of 
PCT/US/9704707 04/10/97 . 

•Acknowledgment is made of applicant's claim for priority under 35 U.S.C. 
1 19(a)-(d) based upon an application filed in the UK (9205704) on March 16, 
1992. A claim for priority under 35 U.S.C. 1 19(a)-(d) cannot be based on said 
application, since the United States application was filed more than twelve 
months thereafter. 

Clarification is requested and Applicants should also provide support and 
copies from the Application No. PCT/US93/02166 filed March 16, 1993 which 
support their claim that the sequences were present. 
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Double Patenting 

7. The nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. 
A nonstatutory obviousness-type double patenting rejection is appropriate where 
the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In 
re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 
1.321(d) may be used to overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the conflicting application or 
patent either is shown to be commonly owned with this application, or claims an 
invention made as a result of activities undertaken within the scope of a joint 
research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may 
sign a terminal disclaimer. A terminal disclaimer signed by the assignee must 
fully comply with 37 CFR 3.73(b). 



8. Claims 37 is rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-3 of U.S. Patent No. 
5,549,897. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because these vaccines are structurally the 
same as the proteins being claimed because a physiological carrier reads on 
water or PBS, which would naturally be present in the isolation, natural 
purification or recombinant production of the claimed proteins. 

The term "vaccine" is an intended use only. A recitation of the intended 
use of the claimed invention must result in a structural difference between the 
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claimed invention and the prior art in order to patentably distinguish the claimed 

invention from the prior art. If the prior art structure is capable of performing the 

intended use, then it meets the claim. A "physiologically acceptable carrier" reads 

on water and therefore would be inherent in the preparation of the proteins. 

Response to Applicant's Arguments : 

Applicants argue that the to qualify as a reference for a rejection of 

obviousness-type double patenting the reference must be citable under 35 USC 

102. This has been fully considered but is not deemed persuasive. There is no 

requirement that a reference has to be citable under 35 USC 102 in order to 

qualify as art in a obviousness-type double patenting rejection. 

The nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise extension of the "right to exclude" 
granted by a patent and to prevent possible harassment by multiple assignees. 
A nonstatutory obviousness-type double patenting rejection is appropriate where 
the conflicting claims are not identicaL but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the 
reference claim(s). See, e.g.. In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046. 29 USPQ2d 2010 (Fed. Cir. 1993); In 
re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 
619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 
1969). 



9. Tl-ilS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
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action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

10. Correspondence regarding this application should be directed to Group Art 
Unit 1645. Papers related to this application may be submitted to Group 1600 by 
facsimile transmission. Papers should be faxed to Group 1600 via the PTO Fax 
Center located in Remsen. The faxing of such papers must conform with the 
notice published in the Official Gazette, 1096 OG 30 (November 15,1989). The 
Group 1645 Fax number is 571-273-8300 which is able to receive transmissions 
24 hours/day, 7 days/week. 

Information regarding the status of an application may be obtained from 
the Patent Application Infomiation Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Jennifer E. Graser whose telephone number 
is (571) 272-0858. The examiner can normally be reached on Monday-Thursday 
from 7:30 AM-6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jeffrey Slew, can be reached on (571) 272-0787. 

Any inquiry of a general nature or relating to the status of this application 
ishould be directed to the Group receptionist whose telephone number is (571) 
272-0500. 




